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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 2/5/09 
has been entered. 

Claims 1-34, 43-45, 51 and 55 are under consideration. 



Rejection Modified 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-34, 43-45, 51 and 55 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ganne (US 6251407) in view of Barnett et al. and Grimes et al. (US 
2002/0058040). 
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Applicant argues that a new form of matter is patentable, citing In re Berry, 
Ganne does not teach frozen layers, and that the references do not teach all the 
limitations of the claims. 

Applicant's arguments have been fully considered and not found persuasive. 

The argument of In re Berry is not persuasive for at least two reasons. First, as 
pointed out in the decision, the prior art was not a 102 because it was a different 
compound which is not the case here. Second, the court decided it was not obvious 
because of the different between crystal and amorphous which is not the case here 
because the compounds are the same and the difference of freezing is not a different 
structure in that the frozen antigen is still antigen and the frozen adjuvant is still 
adjuvant. 

Ganne is not used to teach frozen layers but adjuvant formulations as recited in 
the claims. 

In response to applicant's arguments against the references individually, one 
cannot show nonobviousness by attacking references individually where the rejections 
are based on combinations of references. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 
1986). 

Barnett et al. teach that the storage stable art recognized form of the FMD 
antigen is a frozen concentrate and that vaccines are produced when needed from that 
stock (paragraph spanning page 746-747) as well as that oil and water type adjuvants 
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work better than other types used and use ISA 25 and ISA 206 (page 747, col 1 , last 
paragraph). 

Barnett et al. do not teach making frozen stratified vaccines. 

Grimes et al. teach it was surprising to discover that adjuvant can be frozen and 
retain the adjuvant properties (paragraph 43) and used ISA 25 and related adjuvants 
(see examples). 

One of ordinary skill in the art at the time of invention would have been motivated 
to store vaccines in a more ready form because both can be stored frozen individually to 
save time of preparation by not having to aliquot both antigen and adjuvant in case of 
emergency need as discussed in Barnett et al. One of ordinary skill in the art at the time 
of invention would have realized that having frozen adjuvant would allow the antigen to 
be combined but still be in the art recognized concentrate form. 

Thus, it would be prima facie obvious to freeze a vaccine composition of Barnett 
et al. in a two layer manner to maintain the potency of the antigen with the expectation 
of success knowing that frozen concentrated viral antigen retains its potency. 



No claim is allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MYRON G. HILL whose telephone number is (571)272- 
0901 . The examiner can normally be reached on M-Th and flex. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Mary E Mosher/ 

Primary Examiner, Art Unit 1648 

/M. G. HV 

Examiner, Art Unit 1648 



